4 



19 



10 



; 15 



20 



WHAT IS CLAIMED IS: 



Amono-PEGrIL-10. 



2. 




attached via a linker 



The.mono-PEG-IL-10 of claim 1, comprising one'or two V&G molecules covalently 
ia a linker to one ammo acid residue on IL-10, whereir/the attachment is at an N- 
terminal amino acid residue^or^on a ly^inea^idue,- 



3. 



The mono-PEG-IL-10 of claim 2: 
(a) which comprises a methoxy PEG; 



(b) wherein the IL- 1 0 is human IL- 1 0; 

(c) wherein the total molecular mass of ail PEG covalently attached to the linker is 
from 3,000 daltons to 60,000 daltons; 

(d) wherein the linker is a linear orybranched Cm i alkyl. 



4. 



The mono-PEG-IL-10 of dl ii 



covalently attached to the linker & 



5. 



The mono-PEG-IL-10 of dl 



'herein the total molecular mass of all PEG 
f om\ 10,000 daltons to 36,000 daltons. 



im 2AWherein the linker is a linear 





6. The mono-PEG-ILyl 0 of claim 1 , wherein a PEG molecule is covalently attached to the 
alpha amino group of on^N-terminus of IL-10 via a Iineafc 3 alky!, linker. 

A PEG-IL-lQ/comprising the formula: 
[X-0(CH 2 ™ 2 0)n]b-L-NH-IL- 10, 
where X is H or Q x ^ alkyl, n is 20 to 2300, b is 1 to 9 and L is\a Cm i alkyUmker moiety which 
is covalently attached to nitrogen (N) of the alpha amino group^at the amino terminus of one 
IL-10 subumt, /provided that when b is greater than 1 the total of n does not exceed 2300. 



30 8. 



A R£G-IL-10 of claim 7, wherein L is\- 
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9. A pharmaceutical composition, comprising a mono-PEG-IL-10 of claim 1 in 
combination with a pharmaceutically acceptable carrier. 

10. A method of treating inflammation in an individual in need of such treatment, 
comprising administering to the individual a therapeutically effective amount of a 
pharmaceutical composition of claim 9. 




A process for preparing a mono-PEG-IL-10, comprising the step of: 



reacting IL- 1 0 with an activated PEG-aldehyde linker in the presence of a reducing 
agent to form the mono-PEG-IL-10, 

wherein the linker is covalently attached to one amino acid residue of the IL-10. 

12. The process of claim 1 1 wherein: 

(a) the reducing agent is sodium cyanoborohydride; 

(b) the activated PEG-aldehyde linker is PEG-propionaldehyde; 

(c) the PEG is a methoxy-PEG; 

(d) the linker is multi-armed; 

(e) the ratio of IL-10 to the sodium cyanoborohydride is from about 1:0.5 to 1:50; 

(f) the total molecular mass of all PEG comprising the PEG-aldehyde linker is from 3,000 
daltons to 60,000 daltons; or 

(g) the reacting step is performed at a pH of 5.5 to 7.8. 

13. The process of claim 11, wherein the ratio of IL-10 to the sodium cyanoborohydride is 
1:5 to 1:15. 

14. The process of claim 1 1 , wherein the total molecular mass of all PEG comprising the 
PEG-aldehyde linker is from 10,000 daltons to 36,000 daltons. 

15. The process of claim 1 1, wherein the reacting step is performed at a pH of 6.3 to 7.5. 

16. The process of claim 1 1, further comprising a step selected from: 
incubating the mono-PEG-IL-10 product in a buffer at pH 5.0 to 9.0; and 
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treating the mono-PEG-IL- 1 0 product with 0.05 to 0.4 M hydroxylamine HC1 salt. 



reacting IL-10 with an activated PEG-propionaldehyde linker in the presence of sodium 
cyanoborohydride, wherein the molar ratio of IL-10 to sodium cyanoborohydride is from about 
1:5 to about 1:15, at apH of about 6.3 to about 7.5 and a temperature of from 18° C to 25° C to 
form the mono-PEG-IL- 1 0, / 



18. The process of claim 1 7, wherein the total nfiplecuUar mass of all PEG comprising the 
PEG-aldehyde linker is from 10,000 daltons to 3M[00 daltons. 

19. The process of claim 1 7, further comprising a step selected from: 
incubating the mono-PEG-IL- 10 product ir/a TRIS buffer at pH 7.0 to 8.0; and 
.treating the mono-PEG-IL- 10 product with 0.05 to 0.4 M hydroxylamine HC1 salt. 

20. A PEG-IL- 10 prepared accordingto a process of claim 1 1 . 




A process for preparing a mono-PEG-IL- 10, comprising the tffep of: 



wherein the linker is covalently attached to 



mo acid residue of the IL-10. 



